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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTHfS) FROM 
THE MAILING DATE OF THIS COMMUNICATION ^ ' 

■ arir,l,^'»^^^^^^^^^^ lnnoe.n,.o.ever,.ava.p,v.e.i.a,yn,ed 

- Failure to reply within the set or extended period for reply will bv statute ran.P thp .r.ni^^^^^^^^^^ L ^ nT ^.1^^°"" ""^'''"9 ^^'^ communication. 

status 

1 )IEI Responsive to communication(s) filed on 09 December 7009 
2a)n This action is FINAL. 2b)ISI This actionis non-final. 

Hn^fn "'^ application is in condition for allowance except for forma! matters, prosecution as to the merits is 
Disposition of Claimr ' "'"''''^ '"^'^ ^^^^ ^ ^^3 O.G. 213 

4) 13 Claim(s) lMMM7ai2l3M0 is/are pending in the application. 
4a) Of the above claim(s) 11-13,16,17,31^3? 38 and ?Q js/are v^ithdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) |EI Claim(s) 33-37 and 40 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement 

Application Papers 

9) n The specification is objected to by the Examiner. 

I om The drawing(s) filed on 18 June 2001 is/are: m accepted or b)^ objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 85(a) 

I I )□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)nAII b)U Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Staae 
application from the International Bureau (PCT Rule 1 7 2(a)) "National btage 

See the attached detailed Office action for a list of the certified copies not received 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application) 
. ^M^^l r '^^^ °^ foi-eign language provisional application has been received 

15) 2^ Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 
Attachment(s) 

1) ^ Notice of References Cited (PTO-892) .l^n,. • ^ 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5 H '"^^^'^- ^^'^'-7 (^^-41 3) Paper No(s). . 

3) .nfom,a«on Disdosure Statemen.(s) (P?0-1449) Paper Nojs) M . 6, □ 0th" ' 

U.S. Patent and Trademark Office ' " ^ ■ ■ . 
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Applicant's election with traverse of Group VIII, claims 33-37 and 40 and to SEQ ID 
NO: 2, in Paper No. 9 is acknowledged. The traversal is on the ground(s) that Groups I-VII 
should form a single group and Groups VIII-XIV should be combined into a single group. 
Applicants state that the nucleotide sequences represent related sequences with similarity 
ranges from 42.3-70.5% and encoding amino acid sequences of 42.0-75.8%, so it would not 
be an undue burden to search these sequences, since a search for one would encompass a 
search for the others, and is supported by the Examiner's classification of the sequences 
together in the same class. Furthermore, applicants point out that the nucleic acid sequences 
were examined together in a single group in the parent application. 

This is not found persuasive because Groups I-XIV are properly restricted, as stated in 
the last office action. The sequences are properly restricted one from each of the others, given 
that they are divergent sequences having as little as 42% sequence similarity. Therefore, a 
separate search would be required for each sequence, and this would create an undue burden 
for search and examination. In addition, distinct inventions may be classified in the same 
class. And while the sequences were examined together in the parem application, the present 
claims are not to specific sequences, but to any sequence that encodes a polypeptide having at 
least 80% identity to each of the recited sequences. Therefore, each of the recited sequences 
represents a whole genus of sequences and would require a different search. Additionally, 
since the time the parent case was examined, the sequence databases have increased in size 
exponentially and it takes much longer to search each sequence. So, while it was not 
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determined to be a burden to search all of the sequences in the parent case, it does represent a 
serious burden at the present time and in view of the breadth of the claims. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 11-13, 16, 17. 31, 32, 38 and 39 are withdrawn from consideration as drawn to 
nonelected inventions. 

The PTO-1449 forms filed June 18, 2001 and August 26, 2002 have been signed. The 
sequence Accession numbers have been considered, but will not be printed if the case issues as 
a patent, because no dates have been provided. 

Claims 33 and 40 are objected to for reciting non-elected inventions in the form of the 
non-elected sequences. 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

Claim 33 and clauns 34-37 dependent thereon are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly claim 
the subject matter which applicant regards as the invention. 

Claim 33 is indefinite in the recitation of "a transgenic plant containing a nucleic acid", 
since it is unclear if the plant has been transformed with the nucleic acid identified in the 
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claims. In addition, the recitation of "containing" makes it unclear whether the nucleic acid 
has integrated into the genome of the plant. 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent 
possible harassment by multiple assignees. See In re Goodman, 11 F.3d 1046, 29 USPQ2d 
2010 (Fed. Cir. 1993); In reLongi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van 
Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, All F.2d 438, 164 USPQ 
619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fiilly comply with 37 CFR 
3.73(b). 

Claims 33-37 and 40 are rejected under the judicially created doctrine of 
obviousness-type double pateming as being unpatentable over claims 8-20, 44, 51 and 58 of 
U.S. Patent No. 6,307,128. Although the conflicting claims are not identical, they are not 
patentably distinct from each other because a plant transformed with a nucleic acid sequence 
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that encodes a polypeptide with at least 80% identity to SEQ ID NO: 2 and a method of 
transforming a plant with said nucleic acid sequence would have been obvious over a plant 
transformed with a nucleic acid encoding SEQ ID NO: 2 and method of the same. 
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5 The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 

process of making and using it, in such full, clear, concise, and exact tenns as to enable 

any person skilled in the art to which it pertains, or with which it is most nearly connected 

1 n ^'^ sl^all set forth the best mode contemplated by the inventor of 

carrying out his invention. 

Claims 33-37 and 40 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application was 
filed, had possession of the claimed invention. The claims are drawn to a transgenic plant 
containing a nucleic acid sequence that encodes a polypeptide having at least 80% sequence 
identity to SEQ ID NO: 2. However, it is unclear what the functional activity of such 
sequences would be. Therefore, a plant comprising said sequence has not been adequately 
described, given the uncertainty regarding the functional activity of any sequence having at 
least 80% sequence identity to SEQ ID NO: 2. In addition, with regards to claims 37 and 40, 
the specification does not adequately describe which sequences that have at least 80% sequence 
identity to SEQ ID NO: 2 would confer altered levels of very long chain fatty acids to a plant. 
It is unclear from the description provided in the specification which structural features of the 
polypeptide are required to confer the claimed activity. 
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See University of California v. Eli Lilly, 1 19 F.Sd 1559, 43 USPQ 2d 1398 (Fed, Cir. 
1997), where it states: 

"The name cDNA is not in itself a written description of that 
DNA; it conveys no distinguishing information concerning its 
identity. While the example provides a process for obtaining 
human msul in-encoding cDNA, there is no further information in 
the patent pertaining to that cDNA's relevant structural or 
physical characteristics; in other words, it thus does not describe 
human insulin cDNA . . . Accordingly, the specification does not 
provide a written description of the invention ..." 

Therefore, given the lack of written description in the specification with regard to the 
structural and physical characteristics of the claimed compositions, one skilled in the art would 
not have been in possession of the genus claimed at the time this application was filed. 



The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the mamier 
and process of making and using it, in such full, clear, concise, and exact terms Ts to 
cot ecte7 r^r'^If' " "''^^ - -hich it is mos ne^ly 

the^nv Ir of ^^"^ "^''^ "^-d^ contemplated by 

the inventor of carrying out his invention. ^ 

Claims 33-37 and 40 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly comiected, to make 
and/or use the invention. 

Claims 33-37 and 40 are drawn to a transgenic plant containing a nucleic acid sequence 
that encodes a polypeptide having at least 80% sequence identity to SEQ ID NO: 2 and a 
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method of altering the levels of very long chain fatty acids in a plant by transforming a plant 

with said nucleic acid. 

While the specification discloses that nucleic acid sequences encoding a protein having 
fatty acid elongase activity, there is no evidence provided that other sequences that encode 
polypeptides having at least 80% identity to SEQ ID NO: 2 will have the same effect or any 
other effect when transformed into a plant. Yet, the alteration of plant phenotype by 
tranforming a plant with a heterologous gene construct is highly unpredictable, as evidenced by 
De Luca. De Luca teaches the unpredictability of modilying metabolic pathways in a plant 
(see the paragraph bridging the columns of page 225N and the last paragraph of page 228N). 

In addition, identification of related sequences that will encode enzymes having a 
specific activity is particularly problematic in the enzymes involved in modifying fatty acids, 
and camiot be determined merely by similarity of DNA or amino acid sequences. Van de Loo 
et al teach that sequences encoding fatty acid hydroxylase activity are highly similar to other 
sequences that do not encode a hydroxylase, but instead encode a fatty acyl desaturase (see the 
abstract, at least). In fact, Broun et al teach that a change in only four amino acids will 
convert a desamrase gene to a hydroxylase gene (see the abstract, at least). Thus, if sequences 
are identified only by similarity to other sequences that are known, one camiot conclude on this 
basis alone that these sequences also will encode a protein having said activity without 
additional evidence of the functionality or more knowledge of the particular structural features 
that are required for conferring this ftinction. Therefore, it would require undue 
experimentation to establish how to use the claimed sequence, given the uncertainty of 
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predicting the activity of an enzyme from an amino acid sequence, as stated above. In 
addition, the specification fails to provide guidance with regard to how to evaluate transformed 
plants for any other activities. 

Given the lack of guidance in the specification for producing and idenfilying plants with 
altered plant phenotype, the absence of working examples of plants transformed with other 
sequences within the scope of the claims; the unpredictability of the effect of polypeptides 
encoded by other sequences on a plant; the unpredictability with regard to modifying metabolic 
pathways by transforming with a nucleic acid sequence; and given the breadth of the claims 
which are drawn to any plants of any species containing a sequence that encodes polypeptides 
having at least 80% identity to SEQ ID NO: 2 or to a method of transforming a plant with the 
same; it would require undue experimentation by one skilled in the art to make and use the 
claimed invention. 
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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form 
the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

Claims 33-34 are rejected under 35 U.S.C. 102(b) as being anticipated by Feldmami et 
al (Mol Gen Genet 208:1-9, 1987). 
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The claims are drawn to a transgenic plant containing a nucleic acid sequence that 
encodes a polypeptide having at least 80% identity to SEQ ID NO: 2, which is a fatty acid 
elongase from Arabidopsis. 

Feldmami et al teach a transgenic Arabidopsis, wherein the fatty acid elongase gene 
having at least 80% identity to SEQ ID NO: 2 would be inherent therein and would have tissue 
specific expression. 

No claims are allowed. 



• ^""l concerning this communication or earlier communications from the 

x« Should be directed to Elizabeth F. McElwain whose telephone numbe7 is (7^3) 308- 
1794.^ The exammer can nonnally be reached on Monday through Friday from 8:00 AM to 
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in rSor^^^^^^ -^^^ notice published 

directedtrcU^STO^^^^^^^^ «n should be 

(703) 308-0198, or to the Group r^Zo^.^o^^^^^^ 

Elizabeth F. McElwain, Ph.D. ^ 
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